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DETAILED ACTION 

This Action is in response to the communication filed on 1 1/19/2007. 
The amendment filed 1 1/19/2007 is acknowledged and has been entered. 
Claims 245-255, 257-268, 272-286 and 290-305 are currently pending in the 
application and are addressed herein. 

1 . Applicant's arguments are addressed on a per section basis. The text of those 
sections of Title 35, U.S. Code not included in this Action can be found in a prior Office 
Action. Any rejections not reiterated in this action have been withdrawn as being 
obviated by the amendment of the claims and/or applicant's arguments. 

Information Disclosure Statement 

2. The information disclosure statements (IDS) submitted on 1/1 1/2008 and 
1/12/2008 are acknowledged. The submission is in compliance with the provisions of 37 
CFR 1.97. Accordingly, the information disclosure statements are being considered by 
the examiner. 

Claim Rejections - 35 USC § 112 

3. The following is a quotation of the first paragraph of 35 U.S. C. 112: 

The specification shall contain a written description of the invention, and of the manner and process of 
making and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the 
art to which it pertains, or with which it is most nearly connected, to make and use the same and shall 
set forth the best mode contemplated by the inventor of carrying out his invention. 

Claims 245-255, 257-268, 272-286 290-303 and new claims 304, 305 are rejected 
under 35 U.S.C. 1 12, first paragraph, as containing subject matter which was not 
described in the specification in such a way as to reasonably convey to one skilled in the 
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relevant art that the inventor(s), at the time the application was filed, had possession of 
the claimed invention, essentially for the reasons of record as set forth in the 4/8/2003 
Office Action. 

Claims 263-265, 281-283, 299-301 and new claims 304, 305 are rejected under 35 
U.S.C. 1 12, first paragraph, because the specification, while being enabling for methods 
of selectively expressing a nucleic acid product in a cell in cell culture (in vitro), does not 
reasonably provide enablement for methods of expressing a nucleic acid product in a 
whole organism (in vivo). The specification does not enable any person skilled in the art 
to which it pertains, or with which it is most nearly connected, to make and/or use the 
invention commensurate in scope with these claims, essentially for the reasons of record 
as set forth in the 4/8/2003 Office Action. 

Claim Rejections - 35 USC §102 

4. The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(e) the invention was described in (1) an application for patent, published under section 122(b), by 
another filed in the United States before the invention by the applicant for patent or (2) a patent granted 
on an application for patent by another filed in the United States before the invention by the applicant 
for patent, except that an international application filed under the treaty defined in section 35 1(a) shall 
have the effects for purposes of this subsection of an application filed in the United States only if the 
international application designated the United States and was published under Article 21(2) of such 
treaty in the English language. 

Claims 247-248, 250-255, 257-259, 262-263, 266, 284 and 303 are rejected under 
35 U.S.C. 102(e) as being anticipated by Meyer et al. (U.S. Patent 5,574,142), for the 
reasons of record set forth in the 4/8/2003 Office Action. 
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Response to Arguments 

5. Applicant's arguments filed 10/10/2003 have been fully considered but they are 
not persuasive. 

6. With respect to the written description rejection, Applicants argue that a 
representative number of species have been disclosed in the specification and figures. 

In response, it is acknowledged that the specification does disclose several 
constructs, but the species disclosed are not sufficient to describe the entire genus of 
constructs encompassed by the claims. As previously indicated, the Ul-antisense 
compounds are not considered representative of the genus of instantly claimed constructs 
which when present in a cell produce a product where said construct has at least one 
terminus comprising a polynucleotide tail hybridized to a complementary polynucleotide 
sequence and an antibody bound to said hybridized polynucleotide sequence, the 
construct being bound non-ionically to an entity comprising a chemical modification or a 
ligand. The U 1-antisense cassette vectors do not have noncovalent polymeric 
interactions. Even though they are composed entirely of polynucleotides in the form of a 
vector, the polynucleotide units in the Ul-cassette vectors are covalently bound to each 
other. 

7. Applicants take issue with the assertion that the stick figures in the drawings do 
not adequately describe the chemical compositions. Applicants assert that figures 1-23 
are sufficiently detailed and meet the criteria set forth in the MPEP. Applicants also 
submit 4 references which contain schematic diagrams for obtaining constructs and how 
they would function. Applicants also take issue with the assertion that it is necessary to 
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provide the chemical structure of the claimed nucleic acid compositions, antibodies or 
other components of the compositions that have the claimed functions in a cell. 
Applicants assert that this assertion is contra to the policies stated in the MPEP. 

In response, it is respectfully pointed out that the issue is not with the way the 
figures are presented in schematic diagram. It is acknowledged that schematic diagrams 
are routinely used by those of skill in the art. The specific issue here is that the diagrams 
do not sufficiently describe the genus of molecules encompassed by the claims. In other 
words, the schematic diagrams (i.e. the "stick figures") in the drawings do not adequately 
describe the chemical compositions claimed to the extent that one of skill in the art would 
be able to readily envisage the administration of the claimed constructs to a cell for 
producing a product. For instance, one of skill in the art would not be able to readily 
recognize the genus of species encompassed by the claims based merely on the schematic 
drawings, which do not clearly demonstrate adequate description of the entire genus of 
species encompassed by the claims. As previously indicated, the specification as filed 
does not adequately describe a representative number of species of the claimed invention 
unless one of skill in the art would be able to envisage the structure, in this case the 
chemical structure (nucleic acid, protein, and other claimed chemical compositions, 
including the cells), of the claimed invention. Since none of the examples, either 
prophetic or exemplified by reduction to practice, in the specification as filed provide a 
clear description of the genus and species within the genus of the claimed invention, one 
of skill in the art would not have recognized that application was in possession of a 
representative number of species of the claimed invention at the time the invention was 
made. 
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Applicants contend that a detailed description of the compositions of the present 
invention are provided on pages 48-59 The terms "nucleic acid component", "domain", 
and "binder" are clearly defined on pages 48-49, and various examples of useful domains 
are described. Examples of various antibodies are provided in the paragraph bridging 53 
and 54. These include useful domains with non-specific cell binding properties (see page 
53), useful domains with specific cell binding properties (see page 53), useful domains 
with specific nucleic acid component binding properties (see page 54). Applicants also 
assert that the specification describes specific embodiments. 

In response, these are not specific as they only provide general guidance as to 
what broad types of compositions are instantly claimed. The descriptions in both the 
specification and in the figures do not provide an adequate description of specific species, 
nor representative number of such species, of compositions which may be envisioned to 
produce a product in a cell, and have an antibody component, as claimed. 

Wither respect to the enablement rejection, Applicants argue that various methods 
of for administering vectors into cultured cells and whole organisms and cite 4 references 
in support of their position (Yu, Miller, Ally, Lau). In response, the references have been 
considered but do not overcome the art-recognized problems previously indicated. For 
instance, delivery specifically to the target cells to reach the target site in the cytoplasm 
or nucleus and the ability to find and bind the target site and simultaneously avoid non- 
specific binding (see Branch and Ma). 

Applicants also refer to 5 more post filing references in support of a correlation 
between in vitro and in vivo results. 
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Applicant is reminded that MPEP § 2164.01 indicates that the application, when 
filed, must contain sufficient information to enable one of skill in the art how to make 
and use the claimed invention. In other words, the claims must be enabled at the time of 
filing. Therefore, the post filing references do not demonstrate the instant claims were 
enabled for in vivo embodiments at the time the application was filed. In the instant case, 
in view of the art of record which demonstrates the unpredictability of the in vivo 
embodiments of the claims, the specification does not provide a disclosure which enables 
the full scope encompassed by the claims. 

With respect to the rejection of claims under 35 USC 102(e), Applicants argue 
that Meyer does not contain all three elements in a single composition; therefore, the 
claims are not anticipated by Meyer et al. 

In response, it is respectfully pointed out that the extracellular portion of Figure 2 
teaches a non-natural entity which comprises at least one domain to a specific nucleic 
acid component (the antisense ODN), at least one domain to a cell of interest (the 
polymer carrier that interacts with the ASGP receptor), and said specific nucleic acid 
component (the antisense ODN). It is noted the claim does not indicate that the domain 
to a specific nucleic acid component and the specific nucleic acid component are required 
to be two different molecules. As such, the antisense ODN constitutes both the domain 
to a specific nucleic acid component and the specific nucleic acid component. Thus, 
Meyer does anticipate the instant claims. 



Application/Control Number: 08/978,633 Page 8 

Art Unit: 1635 

Conclusion 

8. Applicant's amendment necessitated the new ground(s) of rejection presented in 
this Office action. Accordingly, THIS ACTION IS MADE FINAL. See MPEP 
§ 706.07(a). Applicant is reminded of the extension of time policy as set forth in 37 
CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE -MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1 .136(a) will be calculated from the mailing date of the 
advisory action. In no event, however, will the statutory period for reply expire later than 
SIX MONTHS from the date of this final action. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to J. E. Angell whose telephone number is 571-272-0756. 
The examiner can normally be reached on Monday- Thursday 8:00 a.m.-6:00 p.m.. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, James Douglas Schultz can be reached on 571-272-0763. The fax phone 
number for the organization where this application or proceeding is assigned is 571-273- 
8300. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. Status 
information for unpublished applications is available through Private PAIR only. For 
more information about the PAIR system, see http://pair-direct.uspto.gov. Should you 
have questions on access to the Private PAIR system, contact the Electronic Business 
Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a USPTO 
Customer Service Representative or access to the automated information system, call 
800-786-9199 (IN USA OR CANADA) or 571-272-1000. 



/J. E. Angell/ 

Primary Examiner, Art Unit 1635 



